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The RDPAC recognizes the importance of interacting
with patients and patient organizations to understand
their experiences and knowledge to help shape and
develop the future of healthcare, thereby improving the
quality of patient care for the benefit of individuals and
society as a whole. In accordance with the principles
under the RDPAC Digital Health Compliance Guidance
(the “Digital Health Guidance”), the RDPAC now
issues this Digital Health Compliance Sub-Guidance:
Interactions with Patients & Patient Organizations (this
“Sub-Guidance”), aiming to serve as a non-binding
resource for member companies when designing and
implementing their interactions with patients (including
caregivers where applicable) and patient organizations
through digital channels. Member companies are also
encouraged to use the general principles of this Sub-
Guidance for interactions with patients and patient

organizations that take place in off-line settings.

This Sub-Guidance should be read in accordance
with the Digital Health Guidance, and member
companies should conduct relevant activities always
in accordance with the RDPAC Code of Practice 2022
(the “RDPAC Code”). In addition, when conducting
relevant activities, member companies must comply
with all the Chinese laws and regulations that are
applicable to such activities, including without limitation
laws and regulations on drug administration, anti-
unfair competition, anti-bribery and anti-corruption,
advertisement and commercial promotion, data

protection and pharmacovigilance reporting.
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For clarity, this Sub-Guidance is focused on interactions
with patients and patient organizations outside
of the clinical research and development process.
For interactions within the clinical research and
development process, member companies should seek
guidance primarily from relevant laws and regulations,

not this Sub-Guidance.

1. Non-promotional in nature

Member companies must conduct interactions with
patients and patient organizations professionally
and ethically. Member companies must not use
such interactions to promote or recommend any
pharmaceutical product, medical device product or
medical service. Member companies should not use such
interactions to unduly influence the opinions of patients,

or to funnel improper benefits to patients.

Member companies should establish appropriate control
measures to ensure the implementation of the above

requirements.
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2. Scientific, fair and objective
information communication

Member companies may have a reasonable need to
communicate medical, scientific and disease information
to patients and patient organizations for the purpose of
increasing their disease awareness so as to provide better
patient care, and may conduct such activities as long
as such activities may advance such purpose. Member
companies should not conduct these activities for the

direct purpose of increasing product sales.

For this purpose, information communicated must be
scientific, fair and balanced, accurate and non-misleading,
and should not be communicated in a promotional
manner that emphasizes the superiority of a particular

product.

Member companies should not, under any circumstances,
communicate information, whether promotional or non-
promotional, about off-label uses of their products to

patients and patient organizations.

3. Remuneration for services

Pharmaceutical companies and associations may engage
the services of individual patients depending on the
circumstances, type of service, experience and expertise
required. For such services, member companies may
renumerate such patients for the service they have
provided based on their experience, expertise and time.
Such engagements must be conducted on the basis of the
general principles applicable to any contracted services:
presence of a legitimate need, service fee payment based
on the service’s Fair Market Value (“FMV”), execution of a

written agreement, etc.

03



04

4, SENEE

SRANEESBEMNBEARE R,
Al MBS (A AYIE SRHF BT ERA,

(EEI SIS EEH
- R FESHENEERN;
- RS EDHENES5%E; B

- IRIFELGMITEHBT, NYRPFEER
BB,

TR RERMEFESELN, &
RATINS%E (RDPACHEN) $£7.1.3. $
714, FT15ME 7.6 FXFEHNMR
MER. B ®RMIL@RERERE
tAAXME, HESHMER TRITZEMR
REo

RN E, WFERSEREEARNE
WEHHE, SRABRFNEHEIZ BT
HIBFEA, HINEART. E8E. BIRA
R

5. BEEHNA: FEEZm

5BENBEALRNTMENNIRELE
NENEE. EFRGEREHIKIUETFH
EfrpR. Alt, RAFRBIEZEERNMN
BRHNEMNZESRT (RMEREFERE
MHs) BER, BYZEREERERD, M
IHEET PET W ALTHEMARZ .

4. Reasonable hospitalities

Member companies may provide or pay for hospitalities
that are appropriate for the interactions with patients
and patient organizations, provided that such hospitalities

are:

e incidental to the primary purpose of the interaction

program;

e provided only to participants in the interaction

program; and
e moderate and reasonable by local standards.

Member companies should refer to Section 7.1.3, 7.1.4,
7.1.5 and 7.6 of the RDPAC Code regarding appropriate
venue and accommodation, limits on hospitality,
entertainment and gifts and other requirements when
assessing the appropriateness of providing hospitalities
to patients, and implement these requirements where

appropriate.

In principle, for virtual interaction programs with patients
or patient organizations, a member company should not
provide or pay for hospitalities, such as any cost for travel,

accommodation, meals and refreshments.

5. Patient interaction programs:
benefiting patients

The ultimate goal of any interaction with patients or
patient organizations is to achieve better outcomes for
patients, healthcare systems and the society as a whole.
Therefore, any patient support, whether financial or in-
kind, provided through member companies’ patient
interaction programs should be for the benefit of

patients, not HCPs or others.
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6. No diagnosis and treatment
activities

As a general principle, member companies should
not engage in diagnostic or treatment activities when
interacting with patients. When a member company
receives inquiries from patients or the general public
seeking information relating to diagnosis or treatment,
the company must always advise the patients to consult a

healthcare professional (HCP) for further information.

7. Independence and privacy

Member companies should conduct interactions with
patients and patient organizations on the basis of
integrity and mutual respect, the patients’ voluntary
participation, and full transparency. Member companies
should not use such interactions to interfere with the

physician-patient relationship.

The independence of patients and patient organizations
must be respected. The RDPAC Code provides that “no
member company may require that it be the sole funder
of the patient organization or any of its programs”.
Member companies are encouraged to avoid situations
where only one company provides all financial support to

a program organized by a patient organization.

Member companies should respect the privacy rights of
patients, and appropriately manage and protect personal
information. Patient privacy and the confidentiality of
patient medical information are paramount, and should
be protected in accordance with applicable laws and

regulations.
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8. Patient safety; fulfilment of
pharmacovigilance obligations

Patient interaction programs should be structured
to ensure that patient safety is maintained through
pharmacovigilance procedures and controls. When
conducting interaction activities with patients and
patient organizations, member companies must
ensure compliance with pharmacovigilance-related
responsibilities as set forth in applicable laws and

regulations.

1. Virtual interaction programs
with patients

Member companies may organize virtual patient
interaction programs, or support third-parties’ virtual
patient events. These programs may include health
management, disease awareness, disease screening,
disease prevention and disease management education
to patients via digital platforms. In all circumstances,
the purpose of these programs should not be to
promote a specific pharmaceutical product, medical

device product, or medical service.
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Member companies and associations may engage
patients as speakers or panelists in patient interaction
programs, remunerate them properly, and to bear
associated expenses that are reasonable. Member
companies and associations may also engage patients
to provide consulting and advisory services, including
through participation in advisory meetings or market

research projects.

Member companies may make decisions on engaging
specific patients as speakers for case sharing on the
basis of their experience, but such sharing should not
include promotion or endorsement of a specific product.
Any payment of speaker fees to patients in connection
with online speaking services should comply with the
FMV principle, and member companies should establish

an appropriate FMV mechanism.

Patients may voluntarily decide on whether to
participate in these programs, and member companies
should not select the patient attendees or interfere
with the participation decisions or treatment decisions
of individual patients. For virtual patient interaction
programs, as a general rule, member companies should

not provide or pay for hospitalities or gifts of any kind.

In addition, member companies should ensure that
communications in patient interaction programs (e.g.,
online Q&A or online health questionnaires) do not
constitute unlawful diagnosis and treatment activities.
Member companies should implement appropriate
methods to achieve this purpose, such as standardized
response phrases and prohibitions on pop-up

comments.
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2. Interaction with patient
organizations on digital
programs

Interactions with patient organizations are governed by
Article 11 of the RDPAC Code, which has provided the

minimum standards for member companies.

In digital scenarios, digital interaction programs with
patient organizations may take various forms, such as
co-development of a digital health management system
that patients may use for health management. The
purpose and focus of such interaction programs with
patient organizations should be to enable knowledge

sharing and to advance the mission of patient groups.

To ensure the independence of the patient organization
and appropriate support of the organization’s mission,
member companies should conduct an overall risk-
based assessment of the program and perform
appropriate due diligence on the collaborating patient
organization prior to carrying out a digital interaction
program. Member companies should refer to Section 10
of the RDPAC Code when assessing the appropriateness
of supporting digital patient organization programs and

apply those principles where relevant.

3. Telemedicine; remote drug
delivery

Member companies may collaborate with Internet
hospitals for telemedicine programs, and with
e-commerce platforms and e-commerce retail pharmacies
for remote drug delivery programs. In connection with
these programs, member companies may conduct certain
interactions or communications with patients, such as
assisting with patient registration, providing patients with

relevant drug-purchase information, etc.
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Prior to initiating telemedicine or remote drug delivery
programs, member companies should conduct a
thorough evaluation and assessment of the proposed
program, paying particular attention to the risk of undue
influence on patients’ treatment or medical decisions, as
well as the advertising and promotional risk of materials

to be used in such programs.

In addition, member companies should take appropriate
measures to ensure that patient confidentiality and
data integrity are not compromised. In this regard,
proper informed consent by patients is required,
which should ensure that all necessary information
regarding the telemedicine or remote drug delivery
programs be explained fully to the patient in a clear and
understandable manner, including how the program
works, its limitations, suitable alternatives available,
privacy protection, the possibility of technological

failure and its potential consequence, etc.

4. Patient support programs;
patient assistance programs

Patient support programs and patient assistance
programs (collectively “Patient Programs”) offered by
member companies may have significant variances
depending on the nature of involved products,
therapies, disease states, and requirements of applicable
laws, regulations and codes of practice. A Patient
Program, whether traditional or digital, may serve
the purposes of, among others, disease management
education, wellbeing advice, pharmaceutical product
instructions, assisting with home administration of the

pharmaceutical product, etc.
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Member companies should take into consideration the
following principles when designing and implementing

Patient Programs:

e The Patient Program should not be used to
promote pharmaceutical products to the general
public, including patients, and also may not include
any type of inducement for HCPs to prescribe any

pharmaceutical product.

e The Patient Program must not interfere with the
HCP-patient relationship. Any component or part
of the Patient Program should not compromise
independent treatment choices or medical

decision of HCPs and patients.

e The Patient Program should be designed on basis
of the needs of the patients. Member companies
should properly assess and confirm the patient
needs for the programs through means such as

soliciting comments from the patient community.

e Member companies should establish clear
and reasonable patient enrollment criteria for
the Patient Program. Those criteria should be
communicated to HCPs and stakeholders for the

duration of the program.

e When engaging third party services providers or
HCPs to provide services for a Patient Program,
member companies should ensure that they have

the necessary qualification.

e Patient confidentiality and privacy should be
maintained at all times, and adequate privacy
practices should be exercised in connection with
any potential collection, use or transfer of patient

data.

- BETENBI Y EMIZFMEHE
e, TEZRM LHREIFBELR S,

5. SHFFEERTHMNSE

EER, MEEPERFEHEMEWIRT
WEERI AR, BT —RKHRRFHImE,
FUEIMBE SR, FIAKRETRFSMANL
FRERROH (B8FFE) EHREET
at (FlHE. g #E NFE% &
EFAHDERR

S5MOMBFFasRdmalE, L8
=5REGHE, JERITHE. IRAFNF
AL E X BEM QR EFHE
FIXES, LARIESEHRF AR ETRERA T
HELHIFESD M. ETSETIAT S0
MPeo

ER—RRRN, BEXSHMIAPHIA
BNBTMAEZRRZEHERAIREE, M
ARMEAREAMNEFHER, ETU
LR, BiNEZMERZRABAHERXERF,
SREHBEEERER TS EABIRAEH
TRMEIEE,

e Patient Programs should be structured to
ensure that patient safety is maintained through

pharmacovigilance procedures and controls.

5. Collaboration with digital
opinion leaders

In recent years, because of the booming of digital
marketing and short-form video industry in China,
a new type of digital program has emerged, where
pharmaceutical and healthcare companies work with
online influencers and digital opinion leaders (including
patients) in content development and sharing on social
media platforms (such as WeChat, Weibo, Douyin,

Zhihu, etc.).

Engaging online influencers and digital opinion
leaders, particularly engaging patients, requires careful
evaluation. Member companies should carefully
assess the risks of undue influence on patients and
the general public, as well as the risk that such digital
content could be perceived as improper promotion or
illegal advertising of pharmaceutical products, medical

treatments, or medical institutions.

As a general principle, the content of patients’ articles
or videos should be personal story sharing or disease
knowledge education, rather than recommending or
promoting any specific pharmaceutical products. In
consideration of the above requirements, member
companies are encouraged to establish a procedure to
review the contents that will be used by the patients
before publishing such contents on social media

platforms.
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In addition, any payment to such online influencers or
digital opinion leaders must be compensation for their
genuine services, and the amount of the payment must

comply with the FMV principle.

6. Pharmacovigilance compliance

Pharmacovigilance system is an essential component
of healthcare and reasonable use of pharmaceutical
products. To ensure proper reporting of adverse events
by HCPs, patients and other stakeholders, member
companies should develop digital solutions for adverse
event reporting that correspond to the features of their
products and their products’ patient groups and HCP

groups.

When conducting digital patient interaction activities,
member companies should ensure compliance with
adverse event collection and reporting obligations as set
forth in applicable laws and regulations. To achieve this
goal, member companies should provide appropriate
education and training to HCPs and patients on
pharmacovigilance principles, reporting procedures, the
importance of timely reporting, as well as how to use

the companies’ digital adverse event reporting system.
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